
December 21,2005 

Dockets Manage,me,nt Branch (HFA-305) 
Food and Drug Adtiitiist&ian: 
5630 Fishers Lane, Room 1061 
Rockville, MD 20852 

Re: Docket Number 20050-0330: Draft Guidance for Industry and FDA Rewisw Staff; Collection of 
Platelets by Automated Methods 

Dear Docket Officer: 

On October 3, 2005 the Food and Drug Administration published in the Fed&at ‘Register a proposed rule 
entitled “Guidance for Industry ,and FDA Review Staff, Collection of PlWets by Automated Methods” 
The Blood Bank of Alaska (BBA) would 20 tak& this opportunity to provide our comments. 

BBA appreciates the FDA efforts to update the 16 year old guidancefur the cbiiedian of pfatelets by 
apheresis. Updates to the guidance should include scientific and industry advances vital to assure the 
safety, purity and potency of the volunteer blood supply, and the safety of the volunteer donors 
themselves. However, many of the changes do not appear to be based on relevant scientific data. 
We provide the following specific comments for your consideration: 

1. Page 5, Ill., A. DonorSelection 
l WBC count should be -performed prior to first donation: 

The requiremenf to perfarm a WBC count vequjres ad~ifj~~~~ time and resources, and 
there is no. scierititic liferafure to support the need forpr~do~aiion WBC testing on 
fhe donor. Concertis about W6C depletion, which ‘have dimi~~hed significantly wifh 
newer fechnoitigies, should be address& if necessary by dhanges in the volumes 
and/or infepal of ddnafiork /+-e-donation WBC testing is nof.reguirrtd on donors of 
other FDA licensed ptoducg (e.g., plasma and RBC). 

if is not clear if the guidance specifies fhaf both pre- and posf- donation plafelef 
counts and WSC taunts” be done routinely, or f&t a post cion@fion counf be 
performed ONLY if a pre-donafion counts were nof jxrformed O?I the donor. We do 
not beiieve it is nec&ssary to perform BOTH-a pre-donation and post donation platelet 
counf. If nb post-donation cxxmf was dbne, fhe donor would need a pre-donation 
counf prior’ fo the next plafefet donation. 

0 Ingested drugs that:inhibit platelet function (reference to ASSPO) 
The deferral for ~~nsurn~fion of aspirin-containing medigqfion, was ,increased from.36 
hours as listed in fhk current Guidance, to 120 hours. AA,BB kequires a 72 hour 
deferral An increase to 720 hours wiil adversely affect the availabilify of eligible 
donors, and shoutd‘nof occur wifhouf proper scientific jus~f~~atidn. 

Reference is made fo the ASBPO Drug and Medicafion Drrnor Deferral document in 
several places in fhhis draft-guidande. We believe if is ~ne~pro~ri~fe to reference fhis 
documenf in the Guidance. The fypekiass of mediczations that requires a deferral 
should be &fed, nof a document in use by another blood colikction entity. 

2. Page 616, Ill., B., Donor Management, Item 2, Donation Frequwvzy 

* We believe that the /imif of 24 Platelets Pheresis co&&ions in a 72-month period 
should no f include fhe nun@%- of components ~o~~~cfe~ at qar$ procedure (i.e., 
doubles counf as fwp and f&/es count as three towards fhe 21 limit). Limits on the 
procedure.9 should be based on plasma VOLUMES, nof the number of components 
collected af each procedure.. 
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It is more cost effective and therefore preferable to collect a double or &p/e platelef 
pro+cf from an eiigibie donor. The table below shows #%&the annual plasma loss 
from dontim H&O tionata a&y double or ttiple platsJet pt’oduGts has been reduced 
from the current 14,400 mLs (for donors weigb~ng b 175 p~r7ds) annua/ly to only 
7200 for double platelet donors or 4800 mLs,fur triple platelet donors. This huge 
reduction !n the allowable annual plasma volume kss will resuif in our inability to 
provide platelet pr&zf+ts in adequate number. Addif~~a~fy, we would need to 
develop a manual system to track the number of cot$?onents collected at each 
donation@ add&$ to our existing system which tracks plate/et donafions (not the 
number ofplatelet components at each donation) 

The max@um annual plasma loss lim it of ?‘2,OOQmL or 14,400 m l for donors 
weighing 7.75 paunds orgreater has been in place far decades, and are sfN unsed in 
the Sour& Plasma @dustry. Although these ‘lim its are included in the draff guidance 
document on paga j5, under Quality assurance and ~offitor~~g, there is no 
possibility of doub/s/tt?p/% platele1 donors evar’reaching them. 

The justification for lim iting platelet donors’ loss. shbuld be evaluated. We would tike 
to see the maximum 24 apply to procedures, not components, and retain the 
maximum annual volume loss ,and the maximum procedura loss as specified. 

e The interval bet-Few a triple pla&@t coiEe@ion qnd any a~bs~q~ent platelet collection 
should be ieduced from the 14 days specified in’ th‘s, g~ida~G~ tom 7 days. Once 
again, the total volume loss lim its per collection procedure specified in the guidance, 
with the lim it of 24 procedures per year, is sufficient. 

3. Page 6 Ill., B., Donor lpnagem~nt, lt:$n 3, RBC Loss prior to Plablst. Pheresis Collection 
Throughout this s%ctio#,, the restrictions on ailowablti WEURBC loss prior to plateief 
pheresis collection should be stated in terms, of the v&me of RBCs kst, rather than fhe 
phrases “unit of whole blood (4tjOmo” or “two units of R836 by apheresis” . We suggest 
use of the phrase ‘donated th@, equivalent of (~2OOmLs~3OOml~ ) RBC in the previous 
m  weeks” would eliminate any ambiguity. 

With ail the possible combinatiotis of donation opp~~u~ities available, WB bag size 
variances, incomplete apheresis procedures, and the p~s~~ij~y af no rinseback on any 
apheresis procedure, generic t@rms such as “unit of 450 mL whoi? blood”, “slouble 
RBCs” , or “sing/e Rf3Cs” does nbt provide enough guidance on RBC loss lim its. 
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4. Page 7, Ill., D., Medical Covereqe 

We reque$Jhqt,f~~ req.&emerat that a physician be on the p~em&es to ensure that 
necessary me&c& ~r~~trne~~,~~ available to the donor #needed&s reevaluated. We 
strongly agree that necessary medial treatmenf.for donors be available if needed, but the 
requirement that it be renderedldirected by a ~qua~i~e~~p~ys~~a~ who is available within 
15 m inutes is unrealisfkz Many Blood Centers have as their M&&al Director a physician 
(pathologist or researcher) whose expen’ise.and training is not that of emergency 
medicine. 

On fhe rare occasions that tie have called @ I f, the responsafime has always been less 
fhan 9 m inutes. We would fiks you to consider fhs continued use of 9 11 in such 
sifuations, or that a physician substkute, (wifh app&p&te training, certifications, and/or 
licensing as determineg by you) be considered., 

5. Page 8, Section V., B:, Target EPlatel~‘t:Yields 

We believe thtif specifying thesetting for target yields on multiple collection of platelets 
pheresis is unnecessary and should be leff as a center% opemtional decision. Enforcing 
the current FDA regulation requiring that each componeni from a ‘muftipfe cokection of 
platelefs pheresis contain at least ?3 x IO” plateleSs,, combined w&h ‘the requirement fhaf 
a count be performed on each unit, wiff require cenfers to set the farget yields at a level 
that ensures suitable product outcome. 

6. Page 11, D. Product Ferflprmance Q~lification 

o The ptatelets pheresis we,manufacture are leuko-reduced by centrifugatjon by the 
apheresis equipment in usa, We are u&ble‘ fo caku&te f&e percent recovery. 
Percent recovery should apply only to those pro&i&s that are filtered post collecfion. 

e The time lim it of 24 hours from co/fection to performance.of residual WBC counts is 
resfricfive. If Nageotfe counts am performed, tbemis no~.manufacturer’s 
recommonzfatioti avaifabie fo exfend this time. ‘@h8r rn~th~~~ogies EiN0W for 
greater than 24 ho&s before residual counts be performed. We request that this time 
lim it be extended fo 48 hours. 

7. Page $7, B. Donor Monitoring 

a Delete re,quiremenf;to notffy the Medical Director if donor3 post donation platelet 
count is /ess than ;~~~~~~~ a pre-count of lSO,WrO is ne&ss&y for donsfion, and no 
post coumshould be required if pre-count is performed. 

0 The requirement for a quaOf&d physician or desighae to svafuate a donor who has 
had an “adverse re+ction” needs ta be cladtied. You state an% RBC loss within the 
past 8 weeks should be included tis an Yadverse reaction:. We do not understand 
the intenf or purpose of in&ding RBC lass. A&o, we document many occurrence as 
“adverse reactions”: diziiness, hemafomas, efc. Do all of.these necessitate review 
by a physician before a subsequent donation? 

0 Clarification is needed when you state that donors undergoing,frequent multiple 
componenf coffectjon of platelets need to be monitored for piateiet recovery. Whaf is 
considered frequent? What is cohsidered adequate platelef recovery? 
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We appreciate the opportunity to comment on the draft guidance. The significant, changes and new 
provisions incorporated in the draft document are numerous. An extend& comment period, or public 
discussions may be warranted, 

Thank you. 

Very truly yours, 
BLOOD BANK OF ALASKA;INC. 
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